AWARD  NUMBER:  W81XWH-07-1-0481 


AD 


TITLE:  Randomized  Trial  of  an  Environmental  Medicine  Approach  to  Gulf  War 
Veterans’  Illnesses 


PRINCIPAL  INVESTIGATOR:  William  Joel  Meggs,  M.D.,  Ph.D. 


CONTRACTING  ORGANIZATION: 


East  Carolina  University 
Greenville,  NC  27858 


REPORT  DATE:  October  2009 


TYPE  OF  REPORT:  Annual 


PREPARED  FOR:  U.S.  Army  Medical  Research  and  Materiel  Command 
Fort  Detrick,  Maryland  21702-5012 


DISTRIBUTION  STATEMENT:  Approved  for  Public  Release; 

Distribution  Unlimited 


The  views,  opinions  and/or  findings  contained  in  this  report  are  those  of  the  author(s)  and 
should  not  be  construed  as  an  official  Department  of  the  Army  position,  policy  or  decision 
unless  so  designated  by  other  documentation. 


REPORT  DOCUMENTATION  PAGE 


Form  Approved 
OMB  No.  0704-0188 


Public  reporting  burden  for  this  collection  of  information  is  estimated  to  average  1  hour  per  response,  including  the  time  for  reviewing  instructions,  searching  existing  data  sources,  gathering  and  maintaining  the 
data  needed,  and  completing  and  reviewing  this  collection  of  information.  Send  comments  regarding  this  burden  estimate  or  any  other  aspect  of  this  collection  of  information,  including  suggestions  for  reducing 
this  burden  to  Department  of  Defense,  Washington  Headquarters  Services,  Directorate  for  Information  Operations  and  Reports  (0704-0188),  1215  Jefferson  Davis  Highway,  Suite  1204,  Arlington,  VA  22202- 
4302.  Respondents  should  be  aware  that  notwithstanding  any  other  provision  of  law,  no  person  shall  be  subject  to  any  penalty  for  failing  to  comply  with  a  collection  of  information  if  it  does  not  display  a  currently 
valid  OMB  control  number.  PLEASE  DO  NOT  RETURN  YOUR  FORM  TO  THE  ABOVE  ADDRESS. 


1.  REPORT  DATE  2.  REPORT  TYPE  3.  DATES  COVERED 

1  October  2009  Annual  20  Sep  2008  -  19  Sep  2009 


4.  TITLE  AND  SUBTITLE  5a.  CONTRACT  NUMBER 


Randomized  Trial  of  an  Environmental  Medicine  Approach  to  Gulf  War  Veterans’ 
Illnesses 


5b.  GRANT  NUMBER 

W81XWH-07-1-0481 


5c.  PROGRAM  ELEMENT  NUMBER 


6.  AUTHOR(S) 

William  Joel  Meggs,  M.D.,  Ph.D. 


5d.  PROJECT  NUMBER 


5e.  TASK  NUMBER 


E-Mail:  meggsw@ecu.edu 


5f.  WORK  UNIT  NUMBER 


7.  PERFORMING  ORGANIZATION  NAME(S)  AND  ADDRESS(ES) 

East  Carolina  University 
Greenville,  NY  27858 


9.  SPONSORING  /  MONITORING  AGENCY  NAME(S)  AND  ADDRESS(ES) 
U.S.  Army  Medical  Research  and  Materiel  Command 
Fort  Detrick,  Maryland  21702-5012 


12.  DISTRIBUTION  /  AVAILABILITY  STATEMENT 

Approved  for  Public  Release;  Distribution  Unlimited 


13.  SUPPLEMENTARY  NOTES 


14.  ABSTRACT 


8.  PERFORMING  ORGANIZATION  REPORT 
NUMBER 


10.  SPONSOR/MONITOR’S  ACRONYM(S) 


11.  SPONSOR/MONITOR’S  REPORT 
NUMBER(S) 


Since  we  have  been  working  for  another  full  year  to  get  institutional  Review  Board  Approval  for  this  project  and  have  not  yet 
succeeded,  we  have  learned  the  extreme  difficulty  in  getting  IRB  approval  for  a  safe,  relatively  noninvasive  therapy.  We  have 
also  learned  that  there  are  multiple  layers  oreview,  and  that  after  each  review  there  are  extensive  clarifications,  revisions,  and 
additional  details  requested. 


15.  SUBJECT  TERMS 

Adaptation  syndrome,  sarin,  gulf  war  veterans’  illnesses,  environmental  medicine 


16.  SECURITY  CLASSIFICATION  OF: 

17.  LIMITATION 

OF  ABSTRACT 

18.  NUMBER 

OF  PAGES 

19a.  NAME  OF  RESPONSIBLE  PERSON 

USAMRMC 

a.  REPORT 

u 

b.  ABSTRACT 

U 

c.  THIS  PAGE 

U 

uu 

9 

19b.  TELEPHONE  NUMBER  (include  area 
code) 

Standard  Form  298  (Rev.  8-98) 

Prescribed  by  ANSI  Std.  Z39.18 


Table  of  Contents 


Page 


Introduction .  5 

Body .  6 

Key  Research  Accomplishments .  8 

Reportable  Outcomes .  9 

Conclusion .  10 

References .  n/a 

Appendices .  n/a 


INTRODUCTION: 


The  purpose  of  the  research  is  to  study  the  efficacy 
of  an  environmental  medicine  approach  to  Gulf  War  Veterans' 
Illnesses.  The  hypothesis  to  be  tested  is  these  illnesses 
result  from  a  maladaptation  to  the  chemical  environment  to 
which  we  are  all  exposed,  as  described  by  Selye  and 
Randolph.  The  approach  is  to  house  ill  veterans  in  an 
environmental  control  unit,  to  start  them  on  a  rotation 
diet  after  a  brief  diet,  and  to  monitor  them  for  symptoms 
from  exposures  to  foods  and  airborne  chemicals.  Adjuncts 
include  allergy  testing  using  the  provocative- 
neutralization  technique,  vitamin  supplements,  exercise, 
and  sauna-detoxification. 
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BODY: 


We  are  still  working  on  the  first  task,  which  is  to 
obtain  Institutional  Review  Board  approval  for  the  study. 
Efforts  to  obtain  Institutional  Review  Board  (IRB)  approval 
for  this  grant  are  still  under  way.  After  the  award  was 
made,  the  DOD  IRB  reviewed  the  IRB  and  reguested  revisions. 
After  a  second  review,  we  were  instructed  to  seek  approval 
from  the  East  Carolina  University  (ECU)  IRB  before  further 
review  by  DOD.  The  ECU  IRB  reviewed  the  protocol  in  January 
2008  and  requested  changes.  These  were  made,  and  the  ECU 
IRB  approved  the  protocol  in  March  2008.  The  ECU  attorney 
objected  to  the  ECU  IRB  acting  as  IRB  for  the  Environmental 
Health  Center  -  Dallas  (EHCD)  even  though  the  proper 
affiliation  agreement  had  been  signed,  the  ECU  IRB  was  in 
agreement,  and  the  researchers  at  Dallas  had  taken  the 
necessary  training.  Hence,  the  EHCD  had  to  become  certified 
to  have  their  own  IRB,  which  required  extensive  paper  work 
and  more  delays.  The  EHCD  IRB  met  in  May  2008  and  approved 
the  protocol .  The  protocol  was  then  forwarded  to  the  DOD 
IRB  for  final  review.  The  DOD  IRB  required  until  September 
2008  for  their  third  review  of  the  protocol.  In  September 
2008  we  received  a  27  page  document  requesting  extensive 
changes.  To  meet  the  multiple  objections,  the  entire 
protocol  has  to  be  redesigned.  The  protocol  then  went 
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through  another  five  month  review  by  the  DOD  IRB,  with 
another  request  for  extensive  changes  to  the  protocol. 

These  were  made  and  returned  to  the  DOD  IRB.  The  DOD  IRB 
informed  us  that  another  scientific  review  would  be 
undertaken  because  of  the  changes  that  were  necessary  in 
order  to  meet  many  of  the  objections  to  the  original 
protocol.  How  long  this  will  take  is  below  our  control.  The 
protocol  is  an  environmental  medicine  approach  to  Gulf  War 
Veterans  illnesses.  This  approach  involves  housing  in 
unpolluted  air,  a  brief  fast  followed  by  a  rotation  diet, 
exercise  and  sauna,  vitamin  supplements,  and  allergy 
testing.  This  is  a  safe  approach  that  has  been  used  on  tens 
of  thousands  of  patients  over  the  last  fifty  years.  We  hope 
that  the  protocol  will  be  approved  soon  and  we  can  begin 
the  research.  We  hope  that  the  IRB  review  process  is  not 
being  used  to  block  this  research. 
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KEY  RESEARCH  ACCOMPLISHMENTS: 


There  are  no  key  research  accomplishments  because  we 
cannot  begin  the  research  until  we  obtain  IRB  approval  to 
start  the  research. 
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REPORTABLE  OUTCOMES: 

None  at  this  time  because  research  cannot  be  conducted 
until  the  IRB  is  approved.  After  two  years,  the  DOD  IRB 
continues  to  review  and  re-review  the  protocol,  requesting 
extensive  changes  and  clarifications  after  each  review. 


9 


CONCLUSION: 


It  is  very  difficult  to  get  IRB  approval  for  this 
project,  requiring  multiple  reviews  at  multiple  levels, 
each  of  which  takes  months,  each  of  which  requires 
extensive  clarifications,  revisions,  and  further  review 
three  IRBs  and  scientific  review  of  changes.  We  conclude 
that  regulatory  bodies  can  delay  and  block  research  for 
what  seems  like  an  indefinite  period  of  time. 


